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DETAILED ACTION 

Information Disclosure Statement 

1 . The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 

Claim Objections 

2. Claim 41 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 41 recite that the 
carrier materials are "solid phase materials" which is not further limiting as independent 
claim 35 already recites providing a "solid carrier". 

Claim Rejections • 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 41-43 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 41 recites the limitation "to isolate chaotropic reagents" in line 1. There is 
insufficient antecedent basis for this limitation in the claim. It is noted that the preamble 
of the method in claim 35 recites "isolating nucleic acids". Claim 42 is rejected as being 
dependent on rejected claim 41 . 

The term "ionically weak" in claim 43 is a relative term which renders the claim 
indefinite. The term "weak" is not defined by the claim, the specification does not 
provide a standard for ascertaining the requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention. The "solutions" of 
this claim are thus rendered indefinite. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 35-38, 40, 43-48, 50, 51 , and 53-56 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Seed et al. (EP 0 580 305 A2 published 1994), cited on the 
Information Disclosure Statement, IDS. 
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Independent claim 35 relates to a method for isolating nucleic acids. Technical 
features are a solid phase and the binding and washing solutions. Claim 35 is not 
restricted to solutions without alcohol or solutions with multivalent and monovalent 
cations. 

Regarding claim 35 and 53, Seed et al. disclose a method and a test kit for 
isolating nucleic acids (see claims 1-23) containing multivalent and monovalent cations 
and a specific pH value is set (examples 1,4-8, 11). In addition, Seed et al. describe 
magnesium chloride as a multivalent salt component and sodium chloride and 
potassium chloride as monovalent salt components (examples 1 , 4-8, 11). The method 
of Seed et al. also isolates DNA from complex mixtures (examples 11,9). The 
monovalent and the multivalent salt components are used in different molar ratios 
(example 5). 

Further regarding claim 35, Seed et al. teach a method for isolating nucleic acids 
from a solution by binding to a solid phase comprising the steps of: 

a. providing a solution containing at least one nucleic acid (see Examples 1-11); 

b. combining said solution with additives containing multivalent cations and monovalent 
cations (see Examples 1 , 4-8, 1 1 ); 

d. providing a solid carrier; e. contacting said solution with said carrier and binding said 

at least one nucleic acid to said carrier (see Examples 1-11); 

f. removing said nucleic acid from said carrier using a washing buffer, wherein said 

washing buffer has a pH between 5 and 10 and: 

i. does not comprise alcohol (see Examples 1-10). 
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Regarding claim 36-38, Seed et al. disclose a method where a multivalent and/or 
monovalent cations in said washing buffer are metallic cations; and where the 
monvalent KCI is 0.05 M or 50 mM, multivalent MgCI 2 is 10 mM, and the ratio of these is 
50:10 or 5:1 which is within the ratio range of about 9:1 to about 1:9 (see Example 5). 

Regarding claim 40, Seed et al. disclose a method further comprising addition of 
tris-HCI to the solution containing at least one nucleic acid (see Example 7). 

Regarding claims 43, 47, and 51 Seed et al. disclose a method where 
monovalent and multivalent salt components are present in ionically weak solutions and 
the monovalent cation is K + at pH 8.5, which is in the range of 8.5-9.5 (see Example 3). 

Regarding claims 44, 45, and 46, Seed et al. disclose methods consisting of 
water, Tris-HCI, and the divalent cation Mg 2+ (see Examples 1 -7). 

Regarding claim 48, Seed et al. disclose a method the final concentration of salt 
components is >5 mMol (see Example 5). 

Regarding claim 50, Seed et al. disclose methods where the pH value of the 
binding buffer is adjusted with Tris-HCI; since by using Tris-HCI the pH is adjusted as a 
property of Tris-HCI, and the pH is maintained by the buffering property of Tris-HCI (see 
Examples 1-11). 

Further regarding claim 53 and 55, Seed et al. disclose a device (see claims 17 
and 18), a kit, to isolate DNA from any base materials comprising: 
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a. an aqueous solution comprising monovalent and/or multivalent cations (see Example 
5); 

d. a solid carrier produced centrifuge tube (see Examples 1-1 1 and it is noted that the 
tube can be of any dimensions which can be arranged in many configurations including 
96 or 384 formats); 

e. washing buffer; and 

f. elution buffer (see Examples 1-11). 

Regarding claim 54 and 56, Seed et al. disclose a device (see claims 17 and 
18), a kit, where the solid phase is a membrane with polymer functional groups, PHS. 

5. Claims 35, 49, and 52 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by Hawkins (U.S. Patent No. 5,898,071 issued 1999). 

Regarding claim 35, Hawkins teaches a method for isolating nucleic acids from a 
solution by binding to a solid phase comprising the steps of: 

a. providing a solution containing at least one nucleic acid (see Examples 1-7); 

b. combining said solution with additives containing multivalent cations and monovalent 
cations (see Examples 1 -7 for KOAc and Mg 2 OAc); 

d. providing magnetic particles, a solid carrier (see Examples 1-7); 

e. contacting said solution with said carrier and binding said at least one nucleic acid to 
said carrier (see Examples 1-7); 

f. removing said nucleic acid from said carrier using a washing buffer, 

wherein said washing buffer has a pH of 7.2 or 7.8 which is between 5 and 1 0 and: 
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i. does not comprise alcohol (see Examples 1-7). 

Regarding claim 49, Hawkins teaches a method wherein said alcohol is 
polyethylene glycol (see claim 2). 

6. Claims 35 and 39 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lee et al. (U.S. Patent No. 6,274,308 issued 2001 ). 

Regarding claim 35 and 39, Lee et al. teach a method for isolating nucleic acids 
from a solution by binding to a solid phase comprising the steps of: 

a. providing a solution containing at least one nucleic acid (see Examples); 

b. combining said solution with additives containing multivalent cations and monovalent 
cations (see Examples 1 for KCI and MgCI 2 ); 

d. providing a membrane, a solid carrier (see Examples 1-10); 

e. contacting said solution with said carrier and binding said at least one nucleic acid to 
said carrier (see Examples 1-10); 

f. removing said nucleic acid from said carrier using a washing buffer, 
wherein said washing buffer has a pH of 8.9 which is between 5 and 10 and: 

ii. comprises an alcohol, ethanol, and at least one monovalent and/or multivalent 
cation (see Example 1). 



7. 
8. 



Conclusion 

No claim is allowed. 

Claims 41 and 42 are rejected for lack of antecedent basis. 



Application/Control Number: 10/534,387 



Page 8 



Art Unit: 1637 

9. Claims 35-40 and 43-56 are not free of the prior art. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Staples whose telephone number is (571) 272- 
9053. The examiner can normally be reached on Monday through Thursday, 9:00 a.m. 
to 7:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571 ) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Mark Staples >fl\ 
Examiner 
Art Unit 1637 
December 19, 2006 
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